They are trying to save their souls-and who but a fool could fail to see that all that is the matter with their souls is that they have not been able to get a decent existence for their bodies?'
I. INTRODUCTION
Food is not a luxury; indeed, it is not even an option. Yet our food may very well be killing us: Food-borne illness is responsible for up to 9000 deaths annually in the United States 2 and obesity-related deaths by our food infrastructure. 6 Why not work to make Americans healthier before they need to make use of the health care system? Just like any day in the life of most Americans, that goal begins and ends with food. If we define negligence as the "failure to exercise the standard of care that a reasonably prudent person would have exercised in a similar situation"' and culpable negligence as "negligent conduct that, while not intentional, involves a disregard of the consequences likely to result from one's actions,"' then aren't food producers, and the government, liable to us?
This comment argues that the way in which Americans regulate the food supply is fundamentally flawed, allowing consumers to become sick, and in some cases die, from what they eat. The genetic modification of food, the new frontier of biotechnology, is destined to follow in conventional food's footsteps. Part II examines the way in which we think about the food we eat and explores the ways in which our food is making us sick. Part III traces food safety regulation from its origins and looks critically at the current statutory and administrative scheme. Part IV analyzes the way in which food safety has been litigated and can be litigated in the future, making an argument for applying strict liability to food cases. Finally, Part V explores a recent federal regulatory change and looks briefly at the Minnesota state public health system in an effort to find ways in which the federal system of food safety regulation can be improved, while maintaining the importance of keeping the judicial system open to food safety litigants.
II. SETTING THE SCENE

A. The Problem with Our Food
To understand the legal ramifications of food safety, one should first examine the impact it has on our lives. In reality, ancient Man was largely an herbivore-and stood at a meager four feet tall.' As the species evolved and acquired the ability to hunt, diets included much more meat, changing the quantity and quality of caloric intake. Brain size and body size exploded, and Man moved farther away from the equator, necessitating further dependence on meat and higher caloric intakes.o The human obsession with food was born. Fast forward to the Industrial Revolution: Mechanization equates food with a factory product." Globalism, made possible by a new network of railroads and shipping routes, made a new global system of food production possible.1 2 The United States was at the forefront of production, seemingly "born to superabundance."" As global populations grew, so too did the demand for food, leading to the rise of the kind of "low-cost, high-volume agriculture" embodied by food industry giants, such as Nestl6:
[J]ust as farmers have been trapped in a cycle of overproduction, companies like Nestl6 must sell more and more convenience, by way of a steady stream of new and improved products that is becoming very difficult to sustain. Beyond the enormous material costs of so much processing and packaging, the sale of convenience depends not only on increasingly aggressive promotional strategies (advertising junk food in schools, for example, or selling baby formula to Third
World mothers) but on the continued decline in consumers' ability to prepare, or even understand, their own food. If human beings are indeed inherently "conservative when it comes to food," the success of companies like Nestld marks one of the most radical and potentially troubling developments in the story of food economy.14 Enter the biggest factor in changing the way we as a society think of food: a fundamental post-World War II change in consumer demand. The rise of the two-income household and the resulting consumer time shortage forced companies to produce more "ready-to-eat" food that could be manufactured and then prepared quickly and cheaply." This is only one example of the birth of the, perhaps uniquely, American culture of "instant gratification," but one that would change the most fundamental of human characteristics-the way we eat and, more importantly, what we eat.
In fact, in the modem food business, most traditional food practices, and most traditional foods, just don't work. As production has become almost entirely automated, with vegetables diced, meats ground, batters mixed, doughs extruded, and ready-to-serve dinners assembled all by computer-controlled robots at rates of thousands of units per minute, the food itself has had to be amended, often significantly, in order to tolerate the process." It is at this point that the issue gets more complicated. Food is frozen, thawed, canned, and dehydrated. A battery of additions or amendments are made in order to make the food last longer on the shelf of the 11. Id. at 32. 12. Id. at 17. 13. Id. 14. Id. at 31 (emphasis added). 15. Id. at 35. 16. Id. at 45 (citations omitted).
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[Vol. 65:669 supermarket or pantry. A new brand of industry personnel called "food engineers" discovered chemical upon chemical combination that could be added to food to meet this growing consumer demand while increasing company profit. Of course, these various chemical processes change the nature of the food product by doing just that-changing the nature of the food, thereby taking out color, flavor, and sometimes texture. So naturally, the food engineers went back to work finding more chemical processes that could be used to reverse what the initial chemical processes took out." These advances have "allowed companies to dramatically simplify what was once a very complex process . . . and thus gain a considerable measure of control over costs."" But at what "costs" to consumers? A compound called diacetyl was used for years to create the "butter" in microwave popcorn until it was taken off the market as a "possible" cause of lung disease." Tetracycline, a common antibiotic, was discovered as a "growth factor" for chicken, turkey, beef, and pork. 2 0 But isn't it possible that daily human consumption of residual amounts of antibiotics will create a population resistance?
The problem is not merely limited to "processed" foods in the traditional sense: canned, frozen, ready-made products. A recent magazine article painted the grim picture:
Somewhere in Iowa, a pig is being raised in a confined pen, packed in so tightly with other swine that their curly tails have been chopped off so they won't bite one another. To prevent him from getting sick in such close quarters, he is dosed with antibiotics. The waste produced by the pig and his thousands of pen mates on the factory farm where they live goes into manure lagoons that blanket neighboring communities with air pollution and a stomach-churning stench. He's fed on ... corn that was grown with ... millions of tons of chemical fertilizer. While Americans surely know that much of their food comes from farms, the idea of the "farm" is a rather abstract one. Consumers are often content to stroll down the aisles of mega supermarkets, blindly picking up products without ever inquiring where they came from. 22. Walsh, supra note 5, at 31.
comes from], or where the farms are . . . or how farming today bears little resemblance to farming as practiced a hundred years ago." 2 3 Heavy reliance on fertilizers has become necessary as a result of severe soil erosion, but these fertilizers often contain poisonous heavy metals. Pesticide residues linger on the produce we purchase, leading to cumulative effects on health. Gigantic, near-perfect specimens of produce can be seen almost everywhere and are the result of genetic manipulation of the crop for the purposes of creating desirable characteristics, such as insect resistance (while incidentally destroying flavor and texture). 24 Cattle and pigs are overproduced and herded into gigantic pens, fattened with pesticide-and fertilizer-rich grain, injected with antibiotics, and then slaughtered, creating 130 times more waste than humans. Oceans have been over-fished to such an extent that only ten percent of large, commonly eaten fish are left, forcing the birth of an unsustainable fish farming industry. 25 These facts, however, are not readily apparent in the supermarket aisle, leaving consumers effectively in the dark about what they put into their own bodies. "Someone has to tell us whether the packaged meat we see originated as an anemic calf (veal), an obese steer (hamburger), an obese hog (pork sausage), or a grotesquely largebreasted turkey (bologna)." 2 6
B. The Role of Food Producers
Thus far it would seem clear that the American food system is broken. Yet it is just these kinds of advances that have permitted agribusiness to substantially decrease global hunger in the face of a soaring population. Furthermore, political and economic tensions make solving the problems of food safety regulation less than simple. These tensions are embodied in a piece of omnibus legislation that is pushed through Congress every five to seven years, commonly known as the "Farm Bill." 2 7 The Bill addresses two main issues: (1) low-income food stamp programs and (2) commodity crop incentives. The latter has as its goal the promotion of stability for farmers in an inherently unstable, "insecure and tempestuous" profession; however, it has become the basis for the extraordinary surplus production of certain commodities, most nota- bly corn. 28 This surplus has helped fuel the alarming dietary crisis Americans now face, wherein one-third of the population is considered "medically obese" and two-thirds are at least thirty pounds overweight.
29
The Farm Bill is always riddled with political tensions, requiring no less than nine congressional committees and subcommittees to agree before the Bill passes muster.
3 0 Yet interestingly, it is the incentives for commodity crop production that appear to be "untouchable," as producers are able to successfully lobby for more money at the expense of such programs as beginning farmer supports and farm-to-school distribution arrangements. This creates a system of "flat funding" that creates an uphill lobbying battle for constituents other than commodity producers who want to get their share of the legislation funds.
32 Therein lies the fight over what food sits on every American's dinner table nightly: the political fight between the major mega-farms, dominated by corn and meat producers, and everyone else. In an effort to guarantee themselves an almost never-ending supply of cheap commodity crops that can then be sold for almost any purpose, industry giants like Cargill and Archer Daniels Midland virtually "writ[e] the Farm Bills." Not only does this make it almost impossible for smaller farmers to succeed unless they work for such giants, it floods our food supply with corn-based products, such as high-fructose corn syrup, that are virtually inescapable and that directly contribute to serious health threats such as diabetes and obesity. Add to these domestic tensions a fundamental distrust by Europeans of all things American, most notably food imports, and what seems like a simple and basic human necessity becomes an even more complex global industry. From an economic perspective, farmers are faced with what economists call differentiation. Unlike cars, clothes, or other market products, food products are all basically the same: A cucumber is a cucumber and a steak is a steak. It is almost impossible for a farmer to distinguish, or differentiate, his product from a competing farmer's. The only way to guarantee his market share without decreasing his profit margin is to find a way to lower his price by lowering his operating costs, drawing consumers to buy more of his product than his competitor' s. costs can take the form of decreasing contract prices with participating farmers, working with a minimal labor force, or keeping minimal safety standards. No matter how it manifests itself, it amounts to cutting corners with your food. Processed food manufacturers face the opposite problem: They attempt to add to the cost of their product enough to raise their price and profit margin but not enough to make the product too expensive and unable to compete in the marketplace. Out of the money paid for a box of cereal, for example, the cereal company still enjoys a gross profit margin of approximately 44 percent, even after the supermarket cut and basic costs. These companies differentiate their products through heavy promotion and branding, often inducing consumers to buy into an image. As a result, not only are more and more food manufacturers entering the processed (i.e., unhealthy and largely corn-based) market, but more and more consumers choose to buy processed foods over fresh foods.
6
In light of these tensions, it becomes clear that the food industry, and in particular the arena of food safety, must be regulated. In fact, food safety regulation finds its roots in the Roman Empire and early Judeo-Christian civilizations. As the various countries of Europe emerged from the ruins of the Roman Empire, food safety laws were adopted and molded to the needs of individual nations."
By the nineteenth century, the dangers of chemical contamination of food became known. As a result of this new public health threat, new scientific knowledge and understanding of food chemistry emerged and created a professional discipline for food safety. As the century progressed, the regulation of food safety and food purity, based on the analysis of chemical and food composition, provided the basis for modem food sciences and food safety regulation. At the end of the nineteenth century, new technologies for food preservation and conservation were developed in response to international food trade and growing consumer demand for processed food. 3 The twentieth century brought exponential technological advances in food storage and food production methods, while also heralding an explosion of food safety concerns, such as food-borne illnesses. Additionally, the rise of a more global food industry demanded a more complex system of food safety regulation that could apply across national borders." [Vol. 65:669
36.
C. The American Obesity Epidemic
Finally, it is impossible to consider the American food system and its corresponding regulation without delving into the alarming prevalence of obesity in the United States population. The scientific and medical communities define obesity as a body mass index of 30 or greater, which can be calculated from a person's weight and height. Body mass index is a "reasonable indicator" of the kind of weight that leads to health problems. "Obesity is a major risk factor for cardiovascular disease . . . cancer, and type 2 diabetes[;]"' obesity-related deaths toll a staggering 400,000 annually.
4 1 Perhaps even more troubling, obesity is more prevalent among Hispanic and black non-Hispanic communities, 4 2 providing a correlation between socioeconomic status and, ultimately, health.
4 3 Childhood obesity is on the rise as well, with a staggering 14.6 percent of low-income preschool-age children considered obese in 2008." Childhood obesity in particular results in an increased burden on the U.S. economy, including increased healthcare costs, time lost from work and school, and future lack of productivity due to health problems.
4 5 While genetics can certainly play a part in making one obese, 4 6 it would seem clear that what one chooses to eat has at least something to do with it. But is it all just a matter of personal responsibility? That may have been the tobacco industry's argument-it's the individual who chooses to smoke, not the company that forces him to-and while a higher degree of consumer responsibility must be demanded, the solutions to this crisis are far from being that simple. 4 or Ancestry Group" hyperlink; then select "Black alone;" then follow "Go" hyperlink) (last visited Jan. 2, 2011); Census 2000 Fact Sheet for Hispanic Population, U.S. CENSUS BUREAU, http://fact finder.census.gov (follow "Fact Sheet" hyperlink; then follow "Fact Sheet for a Race, Ethnic, or Ancestry Group" hyperlink; then select "Hispanic or Latino of any race;" then follow "Go" hyperlink) (last visited Jan. 2, 2011). As of 2000 the median income of both groups was well below that of the total U.S. population, barely half in the case of black families. So who is making America fat? As Hank Cardello notes, " [p] ointing the fickle finger of fat responsibility at any one group is ultimately futile and will do little to solve the problem." 4 8 Food executives certainly play their part; despite the fact that they provide a product that is essential to sustaining life, food companies are still for-profit businesses. Ultimately, these executives need the consumer to buy as much of their product as possible in order to fulfill the omnipresent "bottom line."
49 The more they sell, the greater the company's profit and their own bonuses. In order to do this, food executives have become adept at following the trends of consumer demand-and we consumers don't always want what's best for us. Instead, we want more bang for our buck."o The true "bottom line" is that what's holistically best for the consuming population has almost nothing to do with the decisions food executives make about their products, whereas "coerc[ing]" and "manipulat[ing]" consumers into buying as much food as possible takes center stage. 5 ' Cardello explains:
The executive mantra [is] bigger packages, bigger servings, and more of everything per container. In the process, portion size got dangerously out of hand. We went from "buy one, get one free," to "buy it by the dozens and save." Unfortunately, this also dictated how much we ate. We began to crave oversized entrees and 20-ounce Mountain Dews, and the packaged goods companies were more than willing to oblige, ignoring the inherent risks behind a nation fueled by processed foods and gallons of soda. 5 2 Restaurant executives engage in similar tactics. In order to increase profits, restaurants drastically increase the size of the portions they serve. The increase in ingredient cost is nominal, but the potential profits soar. The effect on patrons' health doesn't even enter into the equation-it's a question of survival." Then again, consumers make it easy:
America eats out more than ever before. This is a recent-meaning approximately the last half [-] The advent of the "combo" meal made matters worse: Now consumers don't even have to think about what they're eating, and they justify that lack of thought as saving a few hard-earned pennies." Are restaurants merely responding to customers' needs, or are customers justifying their bad habits as literally just eating what they're fed? Okay, so instead of visiting one of these chain restaurants that fool you into eating more food of lesser quality, you choose to go to the grocery store and prepare food at home; surely, this will allow you greater control over what you actually eat and virtually guarantees that you will eat "better," right? Wrong. "Because there is so much pressure on the bottom line, [supermarkets] look to cut costs and extract the maximum promotional dollars from the producer companies."" Essentially, supermarkets have ultimate control over the placement of food throughout the store, and they make sure that the food you see the most is the food they have the greatest profit margin on. That means food that is cheaper to produce (full of chemical fillers and cheap corn products) and food made by companies that can afford to pay for the lucrative real estate: end-of-aisle displays and eye-level shelf space. Supermarkets strategically place "power" foods, such as meat, eggs, and milk, all the way in the back of the store in order to ensure that you have to walk through the aisles to get what they know you won't leave without, encouraging you to be attracted by impulse buys that are well-placed to catch your eye. 5 Of course, the overly sweetened children's cereals can be found two shelves from the bottom, at perfect child eye level. 59 The organic food movement, spearheaded by high-end supermarkets, such as Whole Foods, have "lured [us] into a false feeling of comfort and security [from] thinking that everything in the store is good for you."o60 After all, it's more expensive so it must be better. This may very well be at least partially true of the largely (but not entirely) pesticide-and preservative-free produce and meat, but the packaged goods are of the same high-calorie, over-sized variety as any mainstream supermarket." 1 While it is certainly a step in the right direction, organic food producers are still for-profit businesses and still have a bottom line to which to answer, making them just as vulnerable to the less-than-honorable motives we The food industry is already heavily regulated. Yet sufficient loopholes exist to allow the types of abuses discussed above to be pervasive. One of the only lawsuits yet to be filed in tort on the subject of obesity was dismissed for failure to state a claim upon which relief may be sought. 63 The plaintiffs were a class of infants and minors who had consumed McDonald's products and alleged that as a result "such consumption [had] been a significant or substantial factor in the development of their obesity, diabetes, coronary heart disease, high blood pressure, elevated cholesterol intake, and/or other detrimental and adverse health effects and/or diseases."' The complaint alleged that the plaintiffs had been misled through false advertising into believing that McDonald's food products were nutritious, that McDonald's failed adequately to disclose the true nutritious value (or lack thereof) of its food, and that the company engaged in unfair and deceptive acts and practices through such advertising campaigns. 65 The trial judge cited three main reasons why such a claim could not proceed:
First Significantly, however, on appeal the circuit court found that, while these factors were indeed relevant to this type of claim, the information was properly the subject of discovery and not grounds for dismissal. 7 This clearly left the door open for potential subsequent litigation in an effort to force food producers to take responsibility for the quality of the food they "push" onto consumers. Several other lawsuits in the obesity context, all based on alleged misrepresentations, have settled out of court. 68 The idea behind this type of litigation, sometimes called "regulation through litigation," is that the threat of litigation and massive risks of liability will force behavioral change among the relevant class of defendants. gants-foreclosing the right of a litigant to vindicate his or her right in a court of law would be tantamount to denying such a right exists-it can be argued that such a process is designed to settle disputes between parties, and not to establish public policy. 69 A fundamental change in legislative regulation, through the authority of relative agencies and otherwise, must be effectuated.
D. Genetically Modified Food
The common understanding of biotechnology is that it refers to the science of modifying deoxyribonucleic acid ("DNA") and other genetic material of an organism in order to change its essential traits. Genetic engineering is the process of using biotechnology modification of recombinant deoxyribonucleic acid ("rDNA"), also called gene splicing, to produce desirable traits in organisms. Finally, the term "genetically modified" is the way genetically engineered food is more commonly referred to-"[t]he term 'genetically engineered' more precisely indicates that humans have directly engineered the DNA. In the broadest sense, all food crops have been genetically modified by humans using conventional cultivation and propagation techniques." 0 Genetically modified food is fundamentally different than the so-called "hybrid" food that we have been eating for decades. Genetic modification techniques relevant to the scope of this comment allow "scientists the ability to isolate genes and to introduce new traits into foods without simultaneously introducing many other undesirable traits, as may occur with traditional breeding [,] . . . [and] enable the transfer of traits from bacteria or animals into plants."" The major rationale for developing genetically engineered food is that it affords the ability to increase crop yields by changing the genetic makeup of the crop to resist herbicides and pests. 72 Yet risks have been recognized:
[T]he use of biotechnology has also raised concerns about its potential risks to the environment and people. For example, some people fear that common plant pests could develop resistance to the introduced pesticides in GM crops that were supposed to combat them. Further some fear that crops modified to be tolerant to herbicides could foster the evolution of "super weeds." Finally, some fear that As introduced above, the American food industry is already heavily regulated. As early as the fourth century, ancient Roman writers discussed the problem of food adulteration, and laws were put in place to punish transgressions with condemnation to the mines or even exile." Later, trade guilds banded together to impose stringent food safety regulations purely as a means of strengthening the economy of the food industry, recognizing that providing a "purer" product could give a competitive edge. In the New World, colonial-era food regulation was almost exclusively the province of local and state governments, with no unified federal presence in the industry at all. Finally, in the late 1880s Congress began taking action against adulterated food, passing first a ban on adulterated tea and later the so-called "oleo-margarine statute," both designed to protect producers from the competition of adulterated products that could be sold at lower prices with larger profit margins. As scientific progress allowed for new ways to produce adulterated food, so too did it allow for its detection: 7 7 We face a new situation in history. Ingenuity, striking hands with cunning trickery, compounds a substance to counterfeit an article of food. It is made to look like something it is not; to taste and smell like something it is not; to sell like something it is not, and so deceive the purchaser. As food became a product of the factory, the demand for regulation grew. Dr. Harvey Wiley's leadership of the U.S. Bureau of Chemistry 
78.
Id. at 5. This kind of adulteration was particularly prevalent in the "oleo-margarine" industry where adulterated butter and fats were colored to look like real butter. Id. and his use of the crude but highly publicized "Poison Squad" to increase awareness of the potential hazards of adulterated food helped garner public support for food safety regulation.
The cry for reform finally hit its peak in the first decade of the twentieth century, largely thanks to a new wave of sensationalist journalism and the publication of Upton Sinclair's The Jungle, both of which exposed in gruesome detail the unsanitary practices of the meatpacking industry. In response, Congress passed the Pure Food and Drug Acts 0 and the Meat Inspection Act" in 1906, adding regulatory functions to the U.S. Bureau of Chemistry (the precursor to the present-day Food and Drug Administration) and requiring inspection of all "cattle, sheep, swine, goats, and horses" during the slaughtering process.
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Although it did not take long for calls for expansion and strengthening of the statutes to begin, change would not come until more than 107 people died, including many children, from taking a form of sulfanilamide, a form of the antibiotic sulfa that had been doctored with harmful taste additives. The manufacturer had not performed any safety tests on the product before making it available to the public because none were required.
8 3 This catastrophic mistake set up a pattern that would continue in American food safety-if it hasn't killed enough people yet, it doesn't need to be regulated. As a result, Congress passed the Food, Drug, and Cosmetic Act ("FD&C Act") in 1938, which mostly increased regulation over drugs, cosmetics, and therapeutic devices in response to the sulfanilamide disaster. However, among other subsidiary regulations, it did require that "safe tolerances be set for unavoidable poisonous substances in food." 8 A dangerous precedent had been set; there was now federal recognition and acceptance of food that was less than pure. After all, a "safe tolerance" still means that the food contains poison. What may be a "safe" amount for a full-grown man may not be so safe for a three-year-old child. The use of the word "unavoidable" sends a clear message to the food industry: We expect to have poison in our food, and that's okay. Furthermore, such acceptance implies that some degree of impurity, even if it makes us sick from time to time, is federally sanctioned.
In the face of this linguistic loophole, food laws continued to be enacted and amended as Congress struggled to react to outbreaks of ill- 
Id.
83. FORTN, supra note 3, at 6.
Id. at 7 (emphasis added).
ness and other breaches that were fully permissible under the initial regulatory scheme." The Food Additives Amendment of 1958 demanded "evaluation" of food additives to determine safety." The Delaney Clause" implicitly required testing of food substances on laboratory animals and banned any such substance that was found to cause cancer in test subjects. The Color Additive Amendment of 1960 required safety of all color additives in food, drugs, and cosmetics 88 -a concept we now take for granted. A rash of botulism outbreaks resulting from canned foods sparked passage of the Low-Acid Food Processing Regulations of 1973.89 Cyanide-induced deaths from Tylenol resulted in the (now ubiquitous) requirements of the Tamper-Resistant Packaging Regulations of 1982.90 A year later, Congress made such tampering a federal crime by enacting the Federal Anti-Tampering Act. 91 The last two decades of the twentieth century saw a marked paradox: The "health nut" wave spurred companies to increasingly market foods purported to "fulfill health concerns" while the food industry continued to make (dangerous) strides in food processing on a national, rather than a local, level.
9 2 In a seemingly revolutionary step in the right direction, in 1990 Congress required all packaged foods to be labeled with nutritional information, and for that information to conform to Food and Drug Administration terms, by enacting the Nutritional Labeling and Education Act. 93 It is against this backdrop of after-the-fact regulation-legislation in response to major food safety breaches, as opposed to in anticipation thereof-that we now turn to who, exactly, regulates our food. agencies, however, share some portion of that role with other agencies, such as the Environmental Protection Agency ("EPA"), the Federal Trade Commission ("FTC"), and the Alcohol and Tobacco Tax and Trade Bureau ("TTB"). 5 The FDA has jurisdiction over both imported and domestic food, except meat and poultry, bottled water, and wine with less than seven percent alcohol content.
9 6 This agency performs a variety of functions, including inspecting food production sites, analyzing food samples for safety, establishing safety guidelines for food producers (and, ostensibly, enforcing them), requiring safety recalls of products, and working with foreign governments to ensure safety of imports. 97 Critically, the Centers for Disease Control and Prevention ("CDC") typically only get involved once an "official" food-borne disease outbreak is reported. 98 It also has primary responsibility for maintaining a "nationwide system of food[-borne] disease surveillance" but does not necessarily work with other agencies, such as the FDA, to prevent such outbreaks. 99 The USDA is primarily responsible for conducting inspections of all domestic and imported meat and poultry, including any related products (i.e., processed or frozen foods containing meat and poultry). 1 " It is also responsible for regulating processed egg products-as opposed to fresh eggs, which fall under the FDA's jurisdiction. 101 The USDA's jurisdiction is derived largely from the Federal Meat Inspection Act, 1 0 2 the Poultry Products Inspection Act, 103 and the Egg Products Inspection Act, 1 " all of which vest in the agency the responsibility to inspect animals for disease before and after slaughter, inspect slaughter and processing locations and, like the FDA, establish and enforce guidelines for the safety of these types of products."o 5 The EPA has primary responsibility over drinking water 1 06 -bot- 106. FORTIN, supra note 3, at 25. tled water is regulated by the FDA' 0 -and pesticide safety,os which is largely enacted in the form of setting tolerance levels for pesticide residues in foods. 1 o 9 This responsibility necessarily requires cooperation with the FDA and the USDA in order to regulate pesticide runoff and contamination of food animal drinking water. The National Marine Fisheries Service ("NMFS") inspects and certifies fish and seafood products, but significantly this is done through a voluntary, paid service.o However, the NMFS also inspects fishing vessels, plants, and retail facilities, but only for federal sanitation standards, not for product safety. 1 ' The TTB (formerly the Bureau of Alcohol, Tobacco, and Firearms) regulates alcoholic beverages (except the category of wine that is under the FDA's jurisdiction), including labeling and adulteration.
1 12 The United States Customs Service works with various other aforementioned regulatory agencies to inspect all incoming and outgoing food products according to U.S. law."' The FTC is charged with enforcing federal laws prohibiting unfair, deceptive, or fraudulent practices, which most often are found in the area of food advertising."
4 Finally, the United States Department of Justice ("DOJ") has jurisdiction over any individual or company for alleged violations of food safety laws and can seize by court order unsafe food products that have not yet entered the marketplace." Additionally, much of this delegated responsibility becomes further delegated to state and local governments, which often have more manpower and more financial resources to perform these regulatory tasks. This non-exhaustive list of federal agencies that have a hand in ensuring that the food we eat every day is "safe" highlights the "haphazard patchwork" nature of food safety regulation. In the same way that legislation is enacted as a reaction to safety issues as they arise, so, too, is agency power delegated." 6 The result is that when an outbreak occurs, it is often not clear which agency had responsibility over the precise safety issue that caused it, and it is rarely possible to identify a clear point in the regulation and inspection process that led to the prob- mandates a single, health-based standard for all pesticides in all foods; provides special protections for infants and children; expedites approval of safer pesticides; and creates incentives for the development and maintenance of effective crop protection tools for American farmers. It also requires periodic re-evaluation of pesticide registrations and tolerances to ensure that the scientific data supporting pesticide registrations will remain up to date in the future.1 2 1
Significantly, the FDA Modernization Act of 1997 eliminated the FDA's requirement of agency pre-market approval for most packaging and substances that might come into contact with food.1 2 2 Instead, it implements a system of self-regulation whereby the manufacturer determines whether the product is safe and then simply notifies the agency of its intent to use the substance. The FDA then has 120 days to object, and the product enters the marketplace.1 23 A critical question raised by this new system of self-regulation is whether the FDA can reasonably determine if an objection is necessary simply by notice, as opposed to the inspection and testing the agency would have done under the old system. If one analogizes to the system of self-regulation of the American banking system implemented in the last decade of the twentieth century, can the American public reasonably believe that a food manufacturer would blow the whistle on one of its own unsafe products if the FDA has no power to inspect or test it for itself?
C. Legislative Flaws
Although an exhaustive discussion of the many facets of, and definitions contained in, the Food, Drug, and Cosmetic Act would be superfluous to this discussion, it is important to highlight that the Act provides specific food classifications from which is derived agency jurisdiction over different products.' 24 In addition, the Act provides specific definitions for the terms "food" and "food additive," which become important in analyzing whether a given product or substance is regulated at all. These definitions are:
The term "food" means (1) articles used for food or drink for man or other animals (2) chewing gum, and (3) articles used for components of any other such article. These definitions highlight the importance of determining a product's or substance's "intended use" in order to properly classify it.' 2 7 Also important to note is that a substance only comes under the definition of "food additive" if it is reasonably expected to become a component of a food product. This implicitly and glaringly opens the door for substances not so intended, but present anyway, to be unregulated as falling outside the strictly circumscribed definition. In contrast, the definition for "food" is completely devoid of any reference to intent. However, "a court may consider the intended use of the product in considering whether it is a food." 1 2 8
As our civilization continues to become increasingly global, so, too, does our food supply. Changes in the nature and volume of imports have completely overwhelmed the FDA and made it increasingly harder to regulate. 132 As a result, the proposed Food and Drug Import Safety Act sought to amend the FD&C Act to solve at least part of these problems by increasing funding for import inspections, restricting ports of entry for food to cities where there are preexisting FDA laboratories, establishing country-of-origin labeling requirements for imported products, and increasing fines for violations.
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Of significant interest to this discussion is section 10 of the Act, which would provide the FDA with recall authority "if there is a reasonable probability that a food could 'cause serious, adverse health consequences or death.' " 134 The first obvious point of discussion regarding this language is that it continues the long-standing "probability" decision calculus in determining what we, as consumers, are allowed to eat.
5
Even if there is a possibility that the product will "cause serious, adverse health consequences or death," the product would still pass FDA muster so long as the subjective "reasonable probability" standard is not met.
6
The second issue glaringly highlighted by this language is the current lack of authority to recall products: "Presently, 'FDA may not unilaterally order a recall even of a product that is life threatening." '" 3 7 Yet, not surprisingly, "[t]he food industry agrees that the current voluntary recall program works well." 13 8 Data indicates, however, that consumers believe that the government should be able to recall products, a sentiment echoed by such interest groups as the Center for Science in the Public Interest. 3 9 Despite the reactive system of our federal regulatory scheme, and despite widely publicized outbreaks of disease here and abroad, 140 there is still a legislative reluctance to grant ultimate recall authority. In the wake of these public disasters, doesn't this exhibit a disregard for the consequences likely to result from such reluctance?
The Act was never passed, dying at the conclusion of the 110th
Congress.1
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Although the issues surrounding nutritional labeling of food are beyond the scope of this comment,' 4 3 it is noteworthy to include a brief discussion of the regulation of so-called trans fats. Trans fatty acids can be found in hydrogenated vegetable oil, a key ingredient in the staples of American diets: "margarine, commercial cakes and cookies, doughnuts, potato chips, crackers, popcorn, nondairy creamers, whipped toppings, gravy mixes, cake mixes, frozen French fries and pizzas, fish sticks, and virtually all fried foods, unless you fry them yourself in unhydrogenated oils."" More than a decade ago, a professor at the Harvard School of Public Health estimated that 30,000 deaths from heart disease per year could be attributed to the use of hydrogenated oils and the resulting trans fats, characterizing it as "the biggest food processing disaster in U.S. history."l 4 5 In fact, the FDA itself concluded that "trans fat is even more harmful than saturated fat."l 4 6 The Center for Science in Public Interest argues that these types of oils are "absolutely unnecessary in the food supply" and eliminating them "is probably the single easiest, fastest, cheapest way to save tens of thousands of lives each year."'
4 7 Yet despite these warnings, and despite an admission from an FDA advisory panel itself, the agency declined to ban trans fat from processed foods 141. See BLACK'S LAW DICTIONARY, supra note 7; see also Chen & Dunnegan-Mallat, supra note 129, at 1349 ("Under section fourteen . .. a label would be required for those meat, poultry, or seafood products with carbon monoxide. . . .") (emphasis added). Instead of prohibiting the use of carbon monoxide to preserve the color of the food product (implying that the product isn't fresh enough to maintain color on its own), the Act merely requires that the consumer be informed of its presence. Id. altogether, opting instead to require that all packaged foods include a label advising consumers of the amount of trans fat in one serving of the product. However, trans fat does not have to be listed at all if the product contains less than half a gram of total fat per serving and the packaging makes no claims about fat content."' In other words, the FDA, in full knowledge of the consequences of ingesting the trans fats that are ubiquitous in the processed food staples of American diets, disregarded the consequences likely to result from allowing them to remain in the food supply, 14 9 performing a "conscious . . . omission" without regard for such likely consequences."o "Congress has opined that a determination of safety may be situational and, as a result, can often be assessed against a background of social and economic values, depending on the nature of the food and the nature of the risk."' In other words, safety is not an absolute. This is nowhere better illustrated than by examining the Food, Drug, and Cosmetic Act itself:
Any opportunity for food manufacturers to claim that additions are unavoidable and necessary for the production of their product without repercussion. Under this standard, a manufacturer can ostensibly claim that the inclusion of hydrogenated vegetable oil is "necessary" because the only substitute would be a saturated fat. Significantly, the FDA's interpretation of the standard may evade judicial review; as long as a court is convinced that the standard is "sufficiently rational," it will not substitute its own interpretation of the statutory language for the agency' s.1 54 Pesticide residue is governed by section 408 of the FD&C Act, which provides that the burden of proof of safety lies with the pesticide manufacturer, not with the FDA, to prove safety or lack thereof. Although the FDA is charged with regulating "poisonous" substances, the EPA is the agency empowered to set tolerances for pesticide residues on produce and regulate the safety of chemicals in food, once again providing statutory authority for the presence of some chemicals on produce.' 5 6 As with the discussion above regarding the presence of added substances in adulterated food, there is no statutory standard for what constitutes a sufficient amount of pesticide to be "deleterious" to human health. As Fortin notes:
The FD&C Act contains no provision that explicitly provides a regulatory mechanism for substances that become constituents of food through environmental contamination. Many of these substances, such as mercury, PCBs, aflatoxin, and PBBs, can pose serious risk to public health. In part because the FD&C Act did not authorize FDA to set tolerances for these contaminants, FDA began to set informal section 406 "actions levels" . . . [which] are the highest level of contamination that will not trigger FDA enforcement action.' As previously discussed, the Delaney Clause of the FD&C Act established a zero tolerance standard for the presence of carcinogenic pesticides on food products."' After decades of being largely ignored by the FDA and spurred by the controversial new technologies that allowed the industry to more easily detect residues,' 5 9 Congress replaced the clause with the more lenient Food Quality Protection Act in 1996, providing in part: As used in this section, the term "safe," with respect to a tolerance for a pesticide chemical residue, means that the Administrator has determined that there is a reasonable certainty that no harm will result from aggregate exposure to the pesticide chemical residue, including all anticipated dietary exposures and all other exposures for which there is reliable information." 6 o Alarmingly, if the residue is deemed "necessary" to avoid a "significant disruption" of the food supply, the tolerance passes muster under the new statutory scheme.
16 '
It is important to note that the FD&C Act's statutory grant of authority to the FDA is extremely broad, yet the agency's budget has never been set commensurate with the responsibilities granted to it under the Act.1 62 Furthermore, courts have regularly upheld the FDA's discretion to decline to take regulatory action against violations that it deems are not "flagrant" enough to warrant the expenditure of resources.' To make matters more complicated, the FDA does not have sole discretion in choosing to bring enforcement actions, but must instead cooperate with the Department of Justice." In order to exercise its power to seize products and move for injunctions, the agency's attorneys must send requests to Department of Justice attorneys, who can decline to litigate if they so choose.1 65 Furthermore, the agency is often forced to litigate the issue of jurisdiction since section 331 of the Act requires the "introduction into interstate commerce" of the product to trigger jurisdiction.1 66 Therefore, administrative enforcement most often comes in the form of FDA warning letters, which are arguably largely ineffective. 167 Recalls are voluntary, and manufacturers are not required to report them, though the FDA requests to be notified.'1 6 Moreover, the FDA can recommend a recall to a manufacturer, which then has discretion as to whether to recall the product; if the product is not recalled, the FDA must commence the costly litigation to seize the product.' 69 Also, it is interesting 169. FORTIN, supra note 3, at 510-11. The few exceptions to the FDA's lack of authority to order a recall do not apply to food, but do apply to infant formula only if it lacks the required to note that the FDA voluntarily declines to inspect or regulate restaurant sanitation, which is delegated to state and local governments but does not fall under the umbrella category of federal food safety."o
21 U.S.C. § 346a(b)(2)(A)(ii) (2006).
21 U.S.C. § 346a(b)(2)(B)(iii)(II) (2006
D. Genetically Modified Food and European Tensions
Primary responsibility for regulating genetic engineering of plants to promote resistance to insects, bacteria, and viruses lies with the Environmental Protection Agency. However, under its statutory authority to regulate "adulterated food," or rather to ensure that the food supply remains "unadulterated," the FDA established a policy on genetically modified food in 1992: In much the same way as conventional food is regulated, "FDA relies on companies developing GM foods to voluntarily notify the agency before marketing the foods."'II Such notification triggers a two-part process at the end of which the company provides the FDA with an internally produced safety assessment. Pursuant to the information in that assessment, the agency then grants (or denies) the company permission to market the product. 17 2 Genetically engineered food, or food products that contain genetically modified ingredients, are not required to be so labeled because the FDA "does not consider the The agency's position is that genetically modified food does not differ in any significant or meaningful way from conventional food and does not present any different or substantial safety risks."' Through an approach called substantial equivalence, the FDA compares the attributes of new genetically modified products to those of conventional products; if they are "substantially equivalent," they are treated in the same way. Critically, the FDA does not consider the actual process used to create the new product because it presumes that the process has no bearing on the nutrients or is otherwise misbranded, but not necessarily if it is dangerous. Id. Other remedies, rarely invoked in the context of food, include debarment (a total prohibition from importing products) and import detentions. Some biotechnology experts argue that the agency's evaluation process has inherent flaws and could be improved. Importantly, the agency should independently verify the individual companies' test data regarding genetically modified products; additionally, the communication between the agency and the consuming public should be more open and clear.' 77 The agency itself admits that the current regulatory scheme for genetically modified food allows for the possibility that material that has not been expressly regulated might "inadvertently enter the food supply" before the FDA can approve it.1 7 8 Cross-pollination from field tests to commercial fields results in the presence of unregulated material in the food supply. 179 This means that the agency knows, or should know, of the dangers inherent in the current system and of the reasonable possibility that an untested, unregulated food product could make consumers sick. The possibility, of course, also exists that this same food product will not make consumers sick, but the important point to note is that neither the FDA, the food manufacturers, nor the consuming public knows which possibility will prevail. Allowing this loophole with full knowledge of the potential consequences is gambling with our healthpractically by definition culpable negligence to which strict liability attaches. A comprehensive review of European attitudes toward food and the resulting regulatory schemes is beyond the scope of this comment; however, in the context of genetically modified food a brief discussion of the intersection between European and American food markets is useful. Furthermore, Japan has instituted a "zero tolerance" policy for genetically modified food products, which it deems to be "contaminants. Parties of Europe, working largely with Greenpeace International, have fought for a "better-safe-than-sorry" policy.
18 2 Instead of viewing the lack of conclusive evidence, largely due to the lack of scientific study, of any adverse effects of genetic modification as proof that no such effects exist, European advocates champion the idea that it's better to wait for such evidence before allowing products into the food supply. Since the United States has declined to follow Europe's lead, the European Commission banned food imports containing genetically modified material unless they are so labeled.' To make matters worse, Europeans have largely lost trust in American food companies since the fatal outbreak of "mad cow disease" coincided perfectly with the beginning of genetically modified products being "slipped" into the American food supply as well as American food products exported to Europe. This "quick switch" method only served to heighten European fears about food safety, allowing deep-seated historical mistrust and fundamental cultural differences to resurface.
4
Genetically modified food symbolizes the clash between American and European cultures. It symbolizes European resistance to encroaching American cultural hegemony over the planet. But while Europeans can do little about American military might, or space exploration, or finance, they know what they like to bring into their kitchen. They know how they like to eat and where. They know they don't want McCaf6s to replace the real ones, and they know they don't want the American model of fast food to become the norm in Europe.
85
The final compromise-referred to as the precautionary principleallows countries to ban imports of genetically modified food from the United States merely based on concerns of the potential dangers of the product.' 86 This now leaves Americans alone in their tolerance of the traditional reactive system; since no evidence excluding the possibility of danger exists, genetically modified food remains in our food supply. Consider, however, that there was once a time when there was no "evidence" of contracting E.coli from eating a hamburger, but in hindsight it would be foolish to extrapolate from that lack of evidence that the possibility did not exist.
The American judiciary, the traditional forum for vindicating American rights when the executive and legislative branches have failed 182. PENCE, supra note 4, at 9. 183. Id. 184. Id. at 10. "Americans eat garbage food, they're fat, and they don't know how to eat properly." Id. at 9 (internal citations omitted).
185. Id. at 24. 186. Id. at 22.
to do so, could arguably become a proving ground for opponents of genetic modification to highlight the failures of the current regulatory scheme. In theory, the federal judiciary has the power to shape regulatory policy and grant relief through remedies such as damages and injunctions.
18 7 Yet fundamental notions of separation of powers prohibit the judiciary from doing much more than what the statutory scheme currently in place allows it to do. Further, it cannot act at all unless presented with a ripe "case" or "controversy."
8 8 Most importantly, in light of the comparative lack of litigation in proportion to food-related illness and death in the context of traditional food, coupled with the regulatory loopholes already in place, it is illogical to assume that the federal judiciary will be able to overcome these same inherent hurdles in the realm of genetically modified food.
IV. FOOD SAFETY LITIGATION
A. Public Litigation
Litigation due to failures of the American food safety regulation system is not as prevalent as might initially be expected.
[Iln the area of foodborne illness, the vast majority of injuries never reach trial. Foodborne pathogen determination requires expensive investigation and laboratory testing. pursuant to which the U.S. Attorney files a complaint on behalf of the agency.191 Seizure and condemnation proceedings, still generally restricted to only the most flagrant of violations despite their relative "ease," do not proceed in tort and do not end with damages judgments. Instead, defendants found guilty of violating the Act usually face recalls and condemnation of the product, or in very severe cases refusal to provide inspection services for producers found to be unfit to be in business, though this usually requires a finding of multiple violations. 192 In such proceedings, the government bears the burden of proof of adulteration, subject to the language loopholes inherent in the statutory scheme discussed above. 193 However, food manufacturers, and the chief corporate officer if named individually, have the ability to assert affirmative defenses in such suits-for example, that he or she was powerless to prevent the violation of which the company is accused.' 94 The defense seems grounded in, and indeed approved by, the statutory language of inevitable contamination. For example, a defendant charged with adulteration is able to argue that he exercised "extraordinary care" and yet still could not prevent violations of the Act; such a defense would then place an additional burden on the government to overcome evidence of extraordinary care beyond a reasonable doubt. Food sold by restaurants is governed almost entirely outside the realm of the FD&C Act, regulated instead by the implied warranty of merchantability of the Uniform Commercial Code.1 96 Essentially, because the serving of food is a sale, a warranty that the food is wholesome and fit for consumption attaches;' 9 the test for whether food is fit for consumption includes not only freedom from foreign or deleterious substances, but also freedom from any substance not reasonably to be expected by the consumer in the food served. 
B. Private Litigation
Private suits brought against food providers or manufacturers generally claim negligence in the contexts of a breach of duty of care, not dissimilar from products liability tort litigation, strict liability, and breach of warranty.
Products liability theories provide three main causes of action in which liability might apply to a manufacturer or distributor of an FDA-regulated product plus a fourth related theory of liability: (1) strict liability, (2) breach of implied warranty, (3) negligence, and (4) misrepresentation or nondisclosure. . . . Misrepresentation or nondisclosure causes of action may arise with FDA-regulated products either from the premise that the manufacturer concealed material information from the FDA during the agency's review, or from allegation of misrepresentation or nondisclosure to the consumer. Of these causes of action, strict liability and breach of implied warranty are the primary theories of recovery. Courts are fairly divided as to what may constitute prima facie evidence of negligence in such cases: Georgia, Iowa, Louisiana, New York, and New Jersey have found that illness or injury following ingestion establishes a prima facie case, 20 1 while Alabama, Colorado, Illinois, Massachusetts, Mississippi, North Carolina, Tennessee, and Washington have not.
2 0 2 Interestingly, California courts have found both ways. 203 Logically, however, the burden of proof shifts to the defendant wherever the same asserts an affirmative defense, such as tampering.
2 " In the current absence of effective regulation, "private . .. litigation can influence food policy, leading to changes in the conduct of food manufacturers .... 203. Compare Reese v. Smith, 70 P.2d 933 (Cal. 1937) (finding evidence insufficient to establish prima facie case of negligence where plaintiff was diagnosed with botulism after eating pork sausage found to contain maggots) with Dougherty v. Lee, 168 P.2d 54 (Cal. Ct. App. 1946) (finding evidence sufficient to establish prima facie case of negligence where plaintiffs cows had no access to food but defendant's hay and died within twenty-four hours after eating it).
204. See, e.g., Wallace v. Coca-Cola Bottling Plants, Inc., 269 A.2d 117 (Me. 1970). 205. Rothenberg, supra note 45, at 186. At least one lawsuit has already been filed in connection with the salmonella outbreak leading to a massive egg recall by producers in Iowa.
IMPLIED WARRANTY
One theory under which plaintiffs may bring food safety claims is implied warranty. The Uniform Commercial Code provides three alternatives for states to choose from in determining who may benefit from such a warranty. 20 6 The first alternative protects anyone pertaining to the family or household of the buyer or any guest in the home of the buyer provided that it is reasonable to expect that such person would use, consume, or be affected by the product in question.
2 07 The second and third alternatives protect anyone at all who "may reasonably be expected to use, consume, or be affected by the goods and who is injured by breach of the warranty." 208 The sole difference between the two latter alternatives is in the omission of the word "natural" to qualify "person" in the third alternative; consequently the third alternative provides that, "a seller may not exclude or limit the operation of this section with respect to injury to the person of an individual to whom the warranty extends."
209 For purposes of food safety litigation, therefore, an express or implied warranty regarding the safety or wholesomeness of a food product extends beyond the immediate buyer that enters into a contract with the seller, depending on a particular state's choice of statutory alternative.
10
The concept of an implied warranty on the part of a food producer or seller is not a new one. In the early 1900s, courts recognized that the common law implies a warranty of wholesomeness on a retail sale of food.
2 1 1 This rule of implied warranty "has its ethical basis in the reasonable presumption that the vendor, if a regular retail dealer, and especially if he be also the manufacturer, has the better means of knowledge of the character of the food which he offers for sale." 2 12 The Supreme Court of Washington held that public policy demanded a finding of breach of implied warranty in a case where the plaintiff purchased dried beef prepared and sold by the defendant and soon after became violently ill, suffering permanent damage to his digestive system. 2 1 3 This demand is due to the fact that "the consequences resulting from the purchase of an unsound article may be so serious and may prove so disastrous to the health and life of the consumer." 2 14 Similarly, Iowa courts have found that privity of contract is not a necessary condition to finding a canned food manufacturer in breach of implied warranty of wholesomeness.
15
Significantly, however, the Iowa Supreme Court found no express warranty where a can of pork and beans had a label stating that the meat had been federally inspected and was sanitary. 2 16 Nevertheless, the plaintiff, who had suffered ptomaine poisoning, was granted a new trial because the proof of injury was sufficient to allow a jury to decide whether the manufacturer had breached the implied warranty of wholesomeness. 2 1 7 Not only does such an implied warranty extend to the "immediate buyer," 218 such as a grocer, but also extends to the "ultimate consumer" who purchases the product from the grocer. 2 19 One Ohio court found a bakery company in breach of implied warranty after a consumer purchased a cake from a retail grocer and was injured as a result of a needle he ingested while eating it.
2 2 0 Interestingly, the court also recognized that the mental suffering of the plaintiff could properly be considered by the jury in determining damages. 2 2 '
In contrast, a North Carolina court found no liability under breach of implied warranty where the plaintiff did not purchase the defective soft drink in question directly from the bottler, but from a lunch room.
2
Even though the court recognized that manufacturers of food-and bottlers of beverages-have a high duty of care to the consumer and impliedly warrant that their products are fit for human consumption, it declined to find such a warranty beyond the parties to the contract for sale. 2 23 Furthermore, a Louisiana court declined to impose liability on a seller where no evidence was presented to show that the product defect was known or should have been known 22 4 -juxtaposing negligence analysis onto an action for breach of implied warranty. That court effectively foreclosed any claim under a theory of implied warranty and placed the burden on the plaintiff to prove that the food was deleterious and that his illness resulted therefrom; 22 5 the plaintiff had suffered an acute attack of gastroenteritis approximately two hours after consuming a hot sausage sandwich.
2 26 Significantly, under the court's analysis liability would not be foreclosed under a theory of negligence, nor would the plaintiff be unable to bring a warranty claim against the manufacturer of the sandwich.
STRICT LIABILITY
A prima facie case of strict liability can be established by proof that the defendant was engaged in the business of selling the offending product, the product consumed was defective and "unreasonably" dangerous, the defective and dangerous nature of the product was already present when it left the defendant's control, and consumption of the product caused the plaintiff physical harm.
2 27 No contractual relationship need be proved, nor does the plaintiff have to establish that the defendant failed to exercise all possible care.
2 28 What, exactly, constitutes an "unreasonable" amount of danger? This implies once again that there is a level of danger inherent in defective food that is generally acceptable and not subject to tort liability. "Unreasonably dangerous" can be construed to mean "dangerous to an extent beyond that which would be contemplated by the ordinary consumer .... ."229 Assumption of risk is a viable defense to strict liability in this context, 230 allowing producers to wiggle out of claims by, for example, labeling their product with information such as trans fat content or risk of foreign objects or substances (like olive pits).
23 1 Indeed, since much of this labeling is statutorily mandated, isn't our regulatory scheme virtually giving producers an implicit way out of liability?
In the strict liability context, food litigation can be successfully analogized to other forms of products liability litigation. Despite the fact that food is explicitly excluded from the Consumer Product Safety Act, 2 32 there is increasing recognition of liability in that context. The 225. Id. at 495-96. It was significant for the court that the product had been prepackaged but not sealed. Id. at 494.
226. Id. at 493. This view, though contrary to the broad Consumer Product Safety Act, explicitly recognizes that liability for harm caused by defects in food products can and should be determined under the same rules as non-food products. 23 4 Liability for breaches of food safety under a products liability analysis does contain an inherent problem-unlike other types of "products," food products "do not have specific product designs that may be used as a basis for determining whether the offending product ingredient constitutes a departure from design" to which liability may attach.
RESTATEMENT (SECOND) OF TORTS § 402A (1965).
Cause of Action for Physical Harm Caused by Eating or Drinking Dangerous or Contaminated Food or Beverage, 4 CAUSES OF ACTION 787 (2010).
RESTATEMENT (SECOND) OF
23 5 Most relevant to analyzing food safety problems under the FD&C Act, a product's noncompliance with a product safety statute renders the product "defective" for purposes of products liability claims, 2 36 but a product's compliance with the same type of statute or administrative regulation "is properly considered in determining whether the product is defective with respect to the risks sought to be reduced by the statute or regulation . . . ."237 Therefore, a presumption is created that allows food producers to escape liability through one of the many loopholes inherent in the current statutory scheme.
2 3 8 In essence, "[w]hen a court concludes that the defendant is not liable by reason of having complied with a safety design or warnings statute or regulation, it is deciding that the product in question is not defective as a matter of the law of that state." 2 39 Courts, not surprisingly, are divided on how much weight compliance with a relevant statute should be given. 24 0 Significantly, I (W.D.N.C. 1976) (precluding a suit for wrongful death from acute ethanol poisoning because alcoholic beverage is "food" within the meaning of the Consumer Product Safety Act). 
RESTATEMENT (THIRD) TORTS: PRODS. LIAB. § 7 (1998) (emphasis added
Id. § 4(b)
. However, such compliance does not preclude the finding of a product defect.
Id.
238. See discussion supra pp. 215-16, 220-26. such analysis has not been undertaken in the specific context of food safety. However, the attention given to similar analysis-governed by the same statute-is significantly greater in the context of drug safety.
RESTATEMENT (THIRD) OF TORTS
4 1
It is illustrative to examine traditional products liability cases to see the analogy to food safety. Generally, a plaintiff claiming strict products liability must prove that the product was unsafe for its "intended user."
2 42 "A product will be deemed defective only if it left the supplier's control lacking any element necessary to make it safe for its intended use or possessing any feature that renders it unsafe for the intended use." 2 4 3 Most importantly, the privity-of-contract analysis sometimes used in implied warranty cases, as well as the foreseeability and reasonableness concepts of negligence, have no place in a products liability case based on strict liability. 2 44 The Pennsylvania Supreme Court, in Phillips v. Cricket Lighters, ultimately declined to find strict liability against a manufacturer and distributors of disposable butane cigarette lighters based on a design defect; although the lighters did not have any sort of child-resistant features, the court held that the two-yearold child who had started a fire with the lighter was not an intended user of the product.
2 4 5 The court did, however, find that under a theory of negligence summary judgment was precluded because an issue of fact remained as to whether the manufacturer owed a duty of care to equip the lighters with child-resistant features. 2 4 6 This would seem paradoxical since such a duty analysis essentially would require the jury to determine whether use by a two-year-old child is reasonably foreseeable, which in essence becomes an analysis of whether a two-year-old child might be an intended user (despite the fact that the manufacturer may not actively intend for the child to use the lighter). The court emphasized, however, the need to keep strict liability and negligence concepts separate when determining liability, stating that "[s]trict liability focuses solely on the product, and is divorced from the conduct of the manufacturer." 2 47 The fact that the court's refusal to extend liability turned on whether a two-year-old child can be properly considered an intended user of a butane lighter is significant to the analysis of food safety litigation. Where can a court draw the line between which consumers are "intended users" of certain food products and which are not? This once again brings attention to a statutory flaw-the FD&C Act grants the FDA authority to work with food producers to set tolerances of, essentially, product defects. Yet the human body tolerance of poisonous and deleterious substances varies by age, weight, and gender. Every consumer must be considered an "intended user" of food. This presents one of the strongest arguments for continuing to extend the requisite duty of care of food producers to the highest level-if a food producers' "intended user" is essentially every American citizen, the standard to which they are held must be significantly higher than traditional product manufacturers. Recent cases have emphasized that the policy rationale behind imposing such strict liability on manufacturers of "defective products" is that "where a manufacturer places a defective and unreasonably dangerous product into the stream of commerce, the manufacturer, not the injured consumer, should bear the costs of the risks posed by the product." 24 8 Since foreseeability of risk plays no part in the analysis, a manufacturer can be found liable regardless of whether there was any knowledge, or possibility of knowledge, of the risk of harm its product presented to consumers. 249 The plaintiff, therefore, need only prove that the product was defective and unreasonably dangerous. 25 0 Significantly, recent court decisions have focused on the Second Restatement of Torts' consumer-contemplation test for determining whether a product is unreasonably dangerous, holding that a product can be found defective and unreasonably dangerous solely based on consumer expectations of the product. 251 This standard is entirely consumer-centric, defining "defect" as a condition not contemplated by the ultimate consumer and "unreasonably dangerous" as dangerous to an extent beyond that which would be contemplated by the ordinary consumer. This does not mean, however, that to prevail on a strict products liability claim, an injured consumer must prove that the product at issue is potentially dangerous to every consumer. Because product defects vary, the magnitude of danger necessary to render a product dangerous to an extent beyond that which would be contemplated by the ordinary consumer-i.e., unreasonably dangerous-must be evaluated on a case-by-case basis.
253
The Green court rejected the older "danger-utility" test approach, which found a product to be defective as designed "if, but only if, the magnitude of the danger outweighs the utility of the product."
2 54
The court found the manufacturer of latex gloves strictly liable for injuries resulting from an allergic reaction exclusively on the grounds that the gloves were unreasonably dangerous because the ordinary consumer would not be aware that they could cause an allergic reaction in five to seventeen percent of consumers. 255 The gloves in question had harmful proteins that naturally occur in the latex, but the manufacturer could have significantly reduced the protein levels by changing the manufacturing process.
2 5 6 In the Green case, the allergic reaction disproportionately affected members of the plaintiffs profession, 2 5 7 whereas food safety breakdowns affect every single consumer. Significantly, "[i]f the average consumer would reasonably anticipate the dangerous condition of the product and fully appreciate the attendant risk of injury, it would not be unreasonably dangerous and defective." 2 5 8 No reasonable consumer would wear latex gloves that he or she knew would lead to a severe allergic reaction; no reasonable consumer would eat food that he or she knew would make them sick or obese. Because we rely exclusively on food producers and retail grocers for our food supply, a higher duty of care attaches and we cannot "fully appreciate the attendant risks" involved; consumers have a reasonable expectation that their food will not make them sick, either in the long term or short term, making a virtually iron-clad case for imposing strict liability on food producers who place deleterious products into the stream of commerce.
NEGLIGENCE
Negligence, as opposed to strict liability, is used less often because it requires a higher burden of proof-duty of care and foreseeability. In fact, factors that may be considered favorable to proving that reasonable care was exercised include current industry standards, current state of the technology and knowledge, and compliance with government regula-253. Id. at 754. This seems to be a workable standard in light of the inherent differences between each human body. See discussion supra p. 236.
254. Id. at 740 (internal citations omitted). 
tions. 2 5 9
In other words, we have created a regulatory catch-22: The regulations by which producers must abide are rife with ambiguities and loopholes, yet as long as they can prove they did not run afoul of those regulations, courts won't find them negligent. If "everyone else is doing it," so, too, can producers. We have a regulatory scheme in place that admittedly allows violations to fall through the cracks, yet the judiciary does not provide a remedy to consumers in the form of a more secure safety net for damages.
Despite this loophole, under the standard framework of negligence food producers should routinely be found liable. We, as consumers, have no choice but to purchase our food through a food retailer, which in turn has no choice but to do business with food producers; gone is the era of family farms and self-sufficiency. In an ironic sense, food producers have a veritable monopoly on the food we eat-as "the only game in town," producers have an inherent duty of care to consumers. Historically, this duty has been well recognized by courts in the context of food safety but is notably absent from modern jurisprudence. As early as the beginning of the twentieth century, the Supreme Court of Washington recognized that in the context of food the duty-of-care standard is much higher than in the context of other products because even slight negligence can result in "fearful consequences." 2 6 0 In the context of canned food, courts have held that producers must "exercise the highest degree of care to see that such food is wholesome." 26 ' Ohio courts have framed such a high duty of care as a demand of public policy. 26 2 Courts in Massachusetts have recognized the serious and extreme consequences to human life that are likely to result from food producers' negligence. 2 6 3 The Supreme Court of Tennessee has gone so far as to hold all producers of food products to "the highest degree of care," citing public interest as the driving force behind such a policy. ' Foreseeability likewise should not be a barrier to consumer vindication, though it has been more difficult to prove in the context of food. In a case where a frankfurter containing a particle of wire was in the exclusive control of the manufacturer before being purchased by the consumer, the manufacturer was held liable under a theory of negligence without the necessity of showing any "particular dereliction of the manufacturer." 266 In an analogous way, although modern food passes through a complex chain of commerce, much of it is sealed by the manufacturer and any bacterial contamination or other deleterious condition can be attributed to the producer. Pennsylvania courts have recognized that manufacturers are liable "due to that uncertain human quality-carelessness somewhere along the line," even where the most up-to-date methods are used to eliminate injurious substances in our food.
26 7 Similarly, a Massachusetts court found an inference of negligence where a "hamburg steak" sold to the plaintiff contained small pieces of wire, and evidence suggested that the wire did not get into the steak after leaving the store.
2 6 8 One Tennessee court held: There must be more than a mere probability that the defendant was negligent. But the plaintiff is not bound to exclude the possibility that the accident might have happened from some other cause than that alleged.... The facts must tend to exclude any other cause, but the inference of exclusion of any other cause than that alleged need not be urged beyond mere doubt . ... 269 Historically, courts have relied on a "foreign-natural" test to determine negligence, drawing a distinction between the "foreign" and "natural" characteristics of a food product.
27 0 "[If an object or substance in a food product is natural to any of the ingredients of the product, there is no Significantly, the court found that circumstantial evidence of the harmful substance was sufficient to preclude summary judgment; it was impossible to identify with complete certainty the exact nature of the harmful substance in the muffin, yet the question presented was one for a jury to decide. 27 5 Negligence per se, rarely invoked in food safety litigation, allows plaintiffs to assert liability merely for violation of a statute, arguing that such violation constitutes the requisite breach of care.
276 Some states do not apply negligence per se, and the states that do often do not apply it uniformly: "The guiding principle in determining the applicability of the doctrine of negligence per se is whether its application is necessary to effectuate the legislative purpose." 2 77 Fortin explains: In some states, violation of a statute is merely a rebuttable presumption of negligence, and violation of a regulation is merely evidence of negligence. When violation of a statute designed for the protection of human life or property does not constitute negligence per se but is only prima facie evidence of negligence, the presumption may be rebutted by proof that the defendant acted reasonably under the circumstances, despite the violation. 27 8 Though the application of negligence per se seems obvious in the context of a consumer suit against a producer, the "rebuttable presumption" has also been used in suits between producers.
Jurisdictions not willing to find a prima facie case upon mere proof of injury find important policy implications in doing so, since it would inherently make the seller of food an insurer of its product.
2 79 The mere phrase "insurer of its product" seems to suffice for these courts, without further explanation of why such insurance is undesirable for society. A flood of litigation or the risk of a highly publicized media war seems unlikely:
It is important to understand that the U.S. legal system is designed to toss frivolous lawsuits long before they reach trial. In addition the system allows judges to reduce excessive verdicts. lion verdict by two-thirds to $640,000, and the parties reportedly settled out of court for less than $600,000.280 In essence, at least in those jurisdictions, the FD&C Act provides the floor below which no producer can go-you shouldn't, in theory, open a box of cereal and find a whole cockroach inside-and the courts provide the ceiling above which no producer need go. The message to the American consumer is clear: We statutorily accept that there will be violations that won't be prosecuted and that some contamination is inevitable, and we do not judicially require that producers insure their product for safety. From a policy standpoint, the right answer seems to be entirely to the contrary: Requiring such insurance would force food producers to be more internally vigilant about the quality of the food under their control (excluding some breach by grocery store negligence, for example) because the cost of potential litigation would be just too high. The producers' cost-benefit analysis would be inverted because in the event of a claim against them, the options would be limited to settlement or an uphill evidentiary battle. One possible way in which producers could perform better quality control as a result would be simply to have more employees performing inspections, creating jobs that require relatively no skilled training-an attractive incentive in today's hostile recession job market. In the long run, less litigation means that fewer potential plaintiffs are getting sick, proportionately decreasing soaring healthcare costs.
V. CONCLUSION
There can be no question that "food safety is an important regulatory responsibility" 2 8 1 that demands reform. Some believe that meaningful change cannot come without significant changes in government regulation.
2 8 2 In response to calls for reform, the FDA has continued to implement new regulatory structures, adding more confusion to the chaos of the existing scheme. The new Hazards Analysis and Critical Control Points ("HACCP") require producers to identify potential risks at all stages of food processing.
2 8 3 Once the producer has self-identified a critical control point ("CCP"), it must establish a minimum value at 280. FORTM, supra note 3, at 606. Of course, it is unclear why such a media war would be a bad consequence of litigation, particularly if the resulting pressure forces producers to put out a better quality product. which the hazard can be controlled or eliminated. 28 4 In keeping with the tradition of flawed self-regulation, producers need not get government pre-approval for their HACCP plans, and the FDA guidelines provide broad discretion to producers in managing their own food safety risks.
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Government inspectors rely on the records given them by the producers, who "have little reason not to falsify records, particularly in the absence of whistleblower protections or other incentives for someone knowledgeable to verify what went on in the production line." 2 86 Since remedying hazardous problems is often costly, if the inspectors are unlikely to find the problem themselves producers are reluctant to bring it to their attention.
2 87 In fact, it is becoming clear that many food producers are still not in compliance with the HACCP rule.
2 88 Government inspections to ensure compliance have only occurred in 1% of plants subject to inspection, and of that 1%, 94% had significant violations of the requirements and 89% had incomplete hazard analyses.
2 89 One possible solution to the failure of the HACCP guidelines is third-party auditing. This has several potential advantages:
First, Lit] may create incentives for the inspections themselves to be as efficient as possible. Second, if there are economies of scale in understanding the relevant management systems, third-party certifiers specializing in different types of facilities or processes may better capture those scale effects. Finally, third-party auditing can help offset or augment the limited resources of government regulators. 29 0 One pair of authors has suggested that even voluntary auditing is a step in the right direction: Producers' choice about whether to be audited sends a message about the risky nature of their product, allowing the agency to allocate inspection resources to the higher risk producers who choose not to be audited. 29 ' Consider now the various pieces of the puzzle: a flawed, chaotic regulatory scheme, whose constant patchwork amendments have not ensured compliance or safety; judicial remedies that are not often sought, and when they are, may fail due to statutory compliance; and a theory that third-party auditing of inspections-even if voluntary-may effect change. Third-party auditing would be just that-audits of the inspections the appropriate regulatory agency should be undertaking. Inherent in such a scheme would either be a lack of uniformitybecause not every plant subject to inspection would necessarily be audited all the time-or merely another layer in the already complex failure of regulation. Moreover, it is unclear what remedies would be available against a producer who fails an audit. For that matter, would a producer have to fail multiple audits in order to trigger a remedy-and if so, how many? This additional layer of regulation, which would overlap with that already in place, would not ensure compliance but create more, albeit possibly smaller, cracks through which producers' transgressions might fall. Significantly, such third-party auditing may merely be an inspection for statutory compliance-and certainly any sort of self-risk analysis (such as that required by the HAACP) is destined to allow for degrees of failure. An essential issue is once again highlighted: Food producers are proverbially getting away with murder."' There simply is no threat of punishment or bottom-line pain that exists for deterrence purposes. As one duo of authors posited in the case of obesity, under the status quo the courts provide the only solution.
29 3 Food producers may be in the business of producing food, but quarterly profits drive their business models. 29 4 In the face of regulatory failure, the only way for producers to "feel it" in their bottom line is to be hailed into court to answer financially for their decisions and consequent actions. The framework has already been put in place: Courts have already recognized that food producers owe an even higher duty of care to consumers than other merchants-a duty of care that, arguably, could be assigned to the government when analyzing its flawed regulatory scheme. In any given case based on a failure of food safety, a producer can be found independently liable on three theories: implied warranty of merchantability, strict liability, and negligence. The essential nature of the product-fooddemands the kind of harsh punishment strict liability imposes. Food that causes life-threatening obesity or illness is unreasonably dangerous in a way beyond that contemplated by traditional products liability; unlike a lighter, an automobile, or a microwave, food is a product that we cannot 292. To add insult to injury, in some states food producers have the right to sue anyone they allege has made disparaging statements or promulgated false information about the safety of their live without. 29 5 It can hardly be seriously argued that producers do not know, or should not know, of the potential dangers of their productsparticularly in the context of obesity-inducing food and in the face of a statutory scheme that not only highlights dangers, but actually permits them. There is no difference between a frozen or fried meal that leads to diabetes or a lot of ground beef rife with E.coli and a hamburger with a piece of wire in it.
29 6 The courtroom door, as the gateway to justice, cannot close; the foundation is laid and waits only for consumers to take action. Real change, however, demands a significant rethinking about the way we approach food. A large number of food safety-related recalls and "whistle blows" about the relative safety of food products seem to come from the state of Minnesota.
29 7 It is perhaps sheer coincidence that Minnesota is also home to the esteemed Mayo Clinic, the veritable gold standard for medical care facilities. Another possible impetus for these "whistle blows" is the implementation of a program called "Safe or Sorry," a curriculum taught by the Minnesota Department of State in key locations throughout the state covering a range of topics, including foodborne illnesses, cross-contamination, and food irradiation.
2 98 Furthermore, the state department has individualized divisions dedicated solely to a particular health topic and, most notably for the purposes of this comment, a specific office of food safety. 29 9 Finally, the State of Minnesota has enacted a Food Code, establishing policies and procedures for food safety that are often more stringent than the federal guidelines.0 It would be unrealistic to ignore the obvious fact that state governments often have vastly more resources than the federal government to support these kinds of programs, but that doesn't mean we can't learn something from Minnesota. By highlighting the importance of food safety and, sig-295. Two professors at Stanford Law School recently argued that the costs associated with products liability litigation outweigh its benefits, particularly since market forces are likely to produce similar or identical benefits. A. Mitchell Polinsky & Steven Shavell, The Uneasy Case for Products Liability, 123 HARv. L. REv. 1437 L. REv. (2010 . However, it is significant to note that their analysis did not extend to products of such magnitude of importance to human life as food and instead constrained their argument to traditional products-such as drugs and automobiles. See also discussion infra p. 246 (analyzing the inherently different nature of food from other types of products).
296. See supra notes 261, 266 and accompanying text. nificantly, affording proportional funding to its health department to promote safe food practices, Minnesota sends a clear message to its citizens-public health is a fundamental part of a government's duty of care to its citizens, and as such the government is entrusted with the responsibility of regulating the safety of the food we eat. While it may seem obvious at the conclusion of this comment that food producers can be found liable to consumers for less-than-pure products, such liability cannot be deemed obvious given the multitude of legal loopholes that are conveniently built in to the American food regulatory scheme. As the sole realistic providers from which Americans can get their food, producers must be deemed to owe a higher duty of care to us; if a particular cosmetic or appliance is harmful to consumers, they have the option of merely purchasing that product from a different manufacturer-a built-in remedy in the event a products liability suit fails. Food presents a wholly different scenario: Competition is virtually nonexistent.
30 1 The meat and produce available in the average supermarket is pre-selected for the consumer, and options outside of that selection are unobtainable for the vast majority of Americans. More importantly, the strict liability analysis this comment puts forth for food producers applies equally to the government. Once again, food safety is a one-man show: Consumers are powerless to "vote with their feet," and as such are powerless to meaningfully voice their opinions about food safety issues. If that isn't enough to create a heightened duty of care to consumers, the American food safety statutory scheme is. The FD&C Act vests shared responsibility in the FDA and food producers themselves to keep consumers safe from the minefield of dangers present in the food supply. Americans are essentially on notice, in the same way patients in hospitals or citizens relying on the city police department are, that some entity other than they are responsible for food safety. Yet as is made clear in this comment, the regulatory scheme fails and allows food that makes us sick-but makes food producers' profits skyrocket-not only to enter the food supply, but to dominate it. The FDA's attitude toward genetically modified food does not differ in any material way from its attitude toward conventional food, despite the fundamental fact that genetic engineering essentially makes a science fair project out of our foodand virtually no data exists regarding the health consequences. However, sufficient evidence exists that the FDA has full knowledge of the potential dangers of the food products it regulates, but approves them anyway until such time as enough people get sick that consumers demand change. The demand must come now-we, as consumers, deserve food 301. See discussion supra pp. 206-07. that doesn't kill us and a government that takes the kind of responsibility the State of Minnesota does for our health and safety.
